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DETAILED ACTION 

Claim Objections 

1 . Claim 20 is objected to because of the following informalities: Claim 20 recites a 
method step which suppose to be a device step. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Buaayu et al 
(JP 10-328297)(Applicant's prior art). 

With respect to claim 1, Buaayu et al discloses a heart function assistive 
device 1f (see abstract). The device is adapted to be positioned about the 
aorta (50) of a patient for externally engaging (see abstract). The device 
(1) including a balloon (10) to the exterior of an aorta (12) (see abstract). 

4. Claims 1-6, 12, 15-17 are rejected under 35 U.S.C. 102(b) as being anticipated 
by William suttle Peters et al (WO02/24255 A1) (Applicant's prior art). Herein Peters. 

With respect to claim 1, Peters discloses an implantable device 10 for 
assisting the functioning of the patient heart (see abstract, lines 1-2). The 
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device is adapted to be positioned about the aorta 12 of a patient for 
externally engaging (see abstract, lines 3-4; page3, lines 7-8). The 
implantable device 10 including an inflatable balloon to the exterior of an 
aorta 12 (page 4, lines 28-30). 

With respect to claim 2, Peters discloses that the balloon attached to the 
aorta ( "arterial vessel" ), page 4, lines 28-30. 
With respect to claim 3, Peters discloses a wrap 78 (taken to be the 
shroud) forming a part of the heart assist device 70 and overlying the 
balloon is attached to the vessel to hold the balloon 72 in contact with the 
aorta (vessel)(page. 13, lines 1-16). 

With respect to claim 4, Peters discloses a heart assist device 10 which is 
retained adjacent the aorta 12 by a substantial inelastic sheath 18 
(inelastic sheath is taken to be the shroud) placed around the cuff 14 and 
held in place by having the ends of the sheath sutured together by 
sutures, (page 11,lines11-13). 

With respect to claim 5 and 6, Peters discloses attaching the wrap 
("shroud ") of the heart assist device to an arterial vessel with the 
associated inflatable balloon or chamber secured beneath the shroud and 
adjacent the vessel (page 5, lines 13-18; page 6, lines 14-28; page 13, 
Iines6-16). 

Regarding claim 11, Peters discloses an inflatable compressing means 
(taken to be the balloon) adapted to be positioned about the aorta of a 
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patient for externally engaging and compressing the aorta (page 3, lines 7- 
8) 

With respect to claim 12, Peters discloses attaching the balloon of the 
heart assist device to an arterial vessel with an associated shroud or wrap 
secured over the balloon and onto the aorta (vessel) (page 4, lines 28-30). 
With respect to claim 15, Peters discloses introducing and withdrawing a 
fluid into and from the balloon in counter pulsation with the arterial vessel 
(page 5, lines 25-30; page 8, lines 4-10). 



With respect to claim 16, Peters discloses a heart assist device 10 
including a wrap and an inflatable balloon 14, wherein the wrap has a 
larger peripheral extent than that of the balloon, and at least some of the 
periphery of the wrap is adapted for direct attachment to the arterial vessel 
(see fig. 1, 3,8 & 9). 

With respect to claim 17, the shroud (wrap) in (fig .8) periphery is 
inherently adapted for suturing to the vessel. 



5. Claim 22 is rejected under 35 U.S.C. 102(b) as being anticipated by William 
suttle Peters et al (WO00/76288 A2)(Applicant's prior art). Herein Peters. 

Regarding claim 22, Peters discloses a method of heart assistance (see 
abstract); gluing the compression means (the compression means is taken 
to be the "the inflatable balloon") of a heart assist device to a wall of an 
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arterial vessel (page. 8, lines 30-33) and inflating the balloon to cause 
inward displacement of the wall in the region that is adjacent the balloon 
(page 7, lines 10-11& lines 14-17). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 7-10,13-14,18-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over William suttle Peters et al (WO02/24255 A1) as applied to claims 1 
or 16 above. Herein Peters. 

With respect to claim 7, it would have been obvious to one of ordinary skill 
in the art to use non-absorbable sutures, because it would enable a 
permanent attachment of the assistive device on the artery. 
With respect to claim 8, 9, 10, Peters discloses a wrap (taken to be the 
shroud) but failed to disclose gluing, stapling, clipping the shroud to the 
vessel. It is well within the purview of the art to choose glue, staple(s), or 
clip(s) for attaching. It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to use any of these attachment 
means for the process of Peters because these are well known methods 
of attaching or holding the device in position relative to the aorta. 
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With respect to claim 13, Peters failed to disclose gluing the balloon to the 
vessel. However, such would have been obvious to one of ordinary skill in 
the art to glue the balloon to the vessel in Peters' method in order to 
permanently attach the balloon to the vessel so that the balloon can 
compress and decompress the aorta (vessel). 

With respect to claim 14, Peters failed to disclose that directly attaching 
the balloon of the heart assist device to an arterial vessel with an 
associated fibrin. However, it is well known in the art to use fibrin as a 
glue. Thus, it would have been obvious to one of ordinary skills in the art 
by the time the invention was made to use fibrin as a glue to attach the 
balloon of the heart assistive device to the arterial vessel in the device of 
Peters because it is a well known natural protein use for attachment 
during surgery. 

Regarding claim 18, Peters failed to disclose that the wrap (shroud) 
periphery is sutured to the intercostal fascia and fascia overlying the 
vertebral column. However, such would have been obvious to one of 
ordinary skill in the art to have the shroud periphery sutured to the 
intercostal fascia and fascia overlying the vertebral column in the design of 
Peters because fascia strong connective tissues. 
With respect to claims 19-21, Peters discloses a wrap (take to be the 
shroud) but failed to disclose gluing, stapling, clipping the shroud to the 
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vessel. It is well within the purview of choose in the art to use glue, staple 
or clip for attaching. It would have obvious to one of ordinary skill in the art 
by the time the invention was made to use either attachment means to the 
process of Peters because these are well known method of attaching or 
holding the device in position relative to the aorta. 



Other Prior Art Cited 

The prior art made of record and not relied upon is considered pertinent to the 
Applicant's disclosure. 

(1) William N.AIdrich (US 6585635) teaches a heart assistive device that uses fibrin-based 
glues, suturing, clipping, stapling for bonding the parietal pericardium to the visceral 
pericardium. 

CONCLUSION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROLAND DINGA whose telephone number is 571 270 
3644. The examiner can normally be reached on Monday through Friday from 8:30am 
to 5:00pm EST.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl H. Layno can be reached on 571 272 4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



RD 

02/19/2008 



/Carl H. Layno/ 

Supervisory Patent Examiner, Art 
Unit 3766 



